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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 

regards as the invention. The phrase "the polymeric carrier is larger than the renal 

excretion limit" is confusing for instance what does larger pertain too, its physical size or 

its concentration; also renal excretion limit was not adequately defined in the 

specification. In order to enable an expedient examining process the examiner will take 

this phrase to mean a concentration of polymer determined through experiment to reach 

the renal excretion limit. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-13 are rejected under 35 U.S.C 102(b) as being unpatentable by 
Duncan et al. (WO 98/56425). 

Duncan teaches prodrugs and the method to make them, the prodrug can be 
activated by enzymes (injected before or after in the tissue, thus they are over- 
expressed in that area), in which the drug (including small molecules and biomolecular 
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drugs) is connected covalently to a linker (including peptides) in which the other end is 
connected to a hydrophilic polymer (including dextran). See page 6 lin 22-33, page 8 lin 
34-page 9 lin 22, page 10 lin 10-11, page 1 1 lin 15-27 and claims 2-4. Regarding claim 

8 dextran is specifically mentioned by Duncan as a polymeric carrier material, the 
examiner took the linker to be the oxygen atom or the glucose unit which connected the 
polysaccharide to the drug. Regarding claims 9,10 and 13 Duncan used the prodrugs 
to treat mice with tumors; also taxol is listed as a possible drug. See page 8 lin 34-page 

9 lin 22 and ex. 1-2. Regarding claim 11 Duncan specifically claims a pharmaceutical 
composition comprising an excipient (claim 17). 

Claims 1-6,9 and 11-13 are rejected under 35 U.S.C. 102(b) as being 
unpatentable by Saffran et al. (US 4,663,308). 

Saffron teaches a method of producing and using vinyl esters (biodegradable 
and biocompatible) containing cross-linked azo bonds (the linker) for releasing 
therapeutic agents (including small molecules and polypeptides) into the lower Gl tract 
through reduction by azo reductases. See abstr, col 1 lin 63-68, col 3 lin 31-44, col 4 lin 
32-35, col 5 lin 4-8, lin 28-39 and lin 40-46. Regarding claim 9 it is mentioned by the 
author that the polymers are to be used to treat diseases and conditions of the lower Gl 
tract. See col 5 lin 47-53. Regarding claim 11 Saffron specifically mentions the use of 
excipients. See col 5 lin 54-57. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
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unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-13 is provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-14 and 16 of copending 
Application No. 60/779401. Although the conflicting claims are not identical, they are 
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not patentably distinct from each other because claims 1-13 are generic to all that is 
recited in claims 1-14 and 16 of copending Application No. 60/779401. That is, claims 
1-14 and 16 of copending Application No. 60/779401 falls entirely within the scope of 
claims 1-13, in other words, claims 1-13 is anticipated by claims 1-14 and 16 of 
copending Application No. 60/779401. Specifically the drug combination for claims 1-14 
and 16 of Application No. 60/779401 is the same as the drug combination in claims 1- 
13. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers whose 
telephone number is (571) 272-7838. The examiner can normally be reached on 8:30- 
5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

*** 




MICHAEL G. HARTLEY 
SUPERVISORY PATENT EXAMINER 



